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Dr. Steven E. Whiting
Director
Institute of Nutritional Science Limited
9820 Willow Creek Road, Suite 220
San Diego, California 92131

Dear Dr. Whiting:

This is in response to your letter of December 3, 1996 making a submission to the Food
and Drug Administration (FDA) pursuant to section 403(r)(6) of the Federal Food, Drug,
and Cosmetic Act (the act). Your label shows that you are making the following
statement for your product, Pro Flow:

Contains Saw Palmetto and Pygeum Afiicanum which have been shown to reduce
prostate inflammation.

Section 403(r)(6) of the act makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases. The statement that you are making for this product
suggest that it is intended to treat or mitigate disease, in that “Pro Flow” claims to contain
ingredients that “have been shown to reduce prostate inflammation” (symptoms of
Benign Prostatic Hypertrophy or Prostatitis). This claim does not meet the requirements
of section 403(r)(6) of the act. This claim suggest that this product is intended for use as
a drug witlin the meaning of section201 (g)(l )(B) of the act, and that it is subject to
regulation under the drug provisions of the act. If you intend to make a claim of this
nature, you shouId contact FDA’s Center for Drug Evaluation and Research (CDER),
Office of Compliance, HFD-3 10,7520 Standish Place, Rockville, Maryland 20855.

Please contact us if we may be of fbrther assistance.

Sincerely yours,

James Tanner, Ph.D.
Acting Director,
Division of Programs and

Enforcement Policy
Office of Special Nutritional
Center for Food Safety

and Applied Nutrition
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Page 2- Dr. Steven E. Whiting

Copies:

FDA, Center for Drug Evaluation and Research, OffIce of Compliance, HFD-300
FDA, Los Angeles District Office, Office of Compliance, HFR-PA200
FDA, OffIce of the Associate Commissioner for Regulatory Affairs, Oflice of
Enforcement, HFC-200

cc:

HFA-224 (w/incoming)
HFS-22 (CCO, KCarson)
HFS-456 (r/f, Miles, Moore)
HFS-450 (r/f)
HFD-304 (Aronson)
HFS-600 (Reynolds)

r/d: Cmiles: 12/1 l/96 :C:\Miles\suppl\50072
Initial R. Moore: 12/17/96

Derfler: 12/26/96
f/d: CMiles: 12/26/97 :C:\Miles\Suppl\50072
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@arttc Acid 500mg”

Urromium 100mcg”
Vanadium 500mcg”
FJilberryMarl 20 mg”

ROI ReferenceDailyIntake.“ RDInoteslabii$wd ~
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